Formularul ofertei (F3.1)
Data depunerii ofertei: 04 11 2019

Catre:
IMSP Spitalul de Stat Ericon SRL declara ca:

_Ericon SRL se angajeaza sa furnizeze/presteze, in conformitate cu documentele de atribuire si
conditiile stipulate in specificatiile tehnice si pret, urmatoarele bunuri si/sau servicii-

Achizitionarea: filmelor radiologice,articolelor parafarmaceutice conform necesititilor
IMSP Spitalul de Stat pentru anul 2020

Suma totald a ofertei fard TVA constituie:
62045,83 lei (Sasezeci di doua mii patruzeci si cinci lei 83 bani)
a) Suma totald a ofertei cu TVA constituie: 70845,00 lei (Saptezeci mii opt sute
patruzeci si cinci lei 00 bani)

b) Prezenta ofertd va ramine valabilda pentru perioada de timp specificata in FDA4.8.,
incepind cu data-limitd pentru depunerea ofertei, in conformitate cu FDAS.2., va ramine
obligatorie si va putea fi acceptatd in orice moment pina la expirarea acestei perioade;

¢) In cazul acceptirii prezentei oferte, Ericon SRL se angajeazi s obtind o Garantie de buni
executie in conformitate cu FDA7, pentru executarea corespunzatoare a contractului de
achizitie publica.

d) Nu sintem 1n nici un conflict de interese, in conformitate cu punctul IPOS5.4.

e) Compania semnatard, afiliatii sau sucursalele sale, inclusiv fiecare partener sau
subcontractor ce fac parte din contract, nu au fost declarate neeligibile in baza prevederilor
legislatiei In vigoare sau a regulamentelor cu incidenta in domeniul achizitiilor publice, in
conformitate cu punctul IPOS.S.

Semnat: L.S.
[semnatura persoanei autorizate pentru semnarea ofertei]

Nume: Bunic Gheorghe

In calitate de: director
Ofertantul: Ericon SRL

Adresa: Chisinau, Durlesti str.V. Lupu 6
Data: 22 11 2019



Formular informativ despre ofertant (F3.3)

Pagina din

A. Ofertanti individuali

1. Informatii generale
1.1. | Numele juridic al ofertantului SC ERICON SRL
12 Adresa juridica a ofertantului in tara | Chisinau, or Durlesti str. V. Lupu 6
inregistrarii
1.3. | Statutul juridic al ofertantului Societate Comerciala
e Proprietate Privata
e Forma de organizare juridicd Societate cu Raspundere Limitata
o Altele
1.4. | Anul inregistrarii ofertantului 1992
1.5. | Statutul de afaceri al ofertantului Comert
e Agent local/Distribuitor al Da
producatorului strain
o [ntermediar
e Companie de antrepozit
o Altele
16 Informatia despre reprezentantul
" | autorizat al ofertantului
e Numele Gheorghe Bunic
e Locul de munca si functia Ericon SRL-Director
o Adresa Chisinau, or Durlesti str. V. Lupu 6
e Telefon / Fax 0-22-520108
e E-mail bunicgh@gmail.com
17 Numarul de Inregistrare pentru 0302060
| TVA
Numarul de identitate al
1.8. | ofertantului pentru impozitul pe
venit (pentru ofertantii straini)
1.9. Ofervtantul va anexa copiile In conformitate cu FDA3,
urmatoarelor documente:
2. Informatii de calificare
Numarul de ani de experienta
2.1. | generald a ofertantului in livraride | 26
bunuri §i servicii
Numarul de ani de experienta
specificd a ofertantului in
22. | : . 13
livrarea/prestarea bunurilor si/sau
serviciilor similare
73 Valoarea monetara a livrarilor de [indicati valoarea sau “Nu se aplica”, daca aceasta
" | bunuri/prestarea serviciilor similare | informatie nu se cere]
o gjﬁfﬁ;ﬁﬁa;zudcear;istgsci:zﬁ?;tare [indicati “Nu se aplica”, daca aceasta informatie nu

sau de resurse creditare, extras din

se ceref




cont bancar etc.). Enumerati si
anexati copiile documentelor
justificative

2.5.

Detalii privind capacitatea de [indicati “Nu se aplica”, daca aceasta informatie nu
producere / echipamente disponibile | se cere]

Informatii financiare

3.1.

Rapoarte financiare sau extrase din bilantul financiar, sau declaratii de profit / pierderi, sau
rapoartele auditorilor pentru ultimul an de activitate. Enumerati mai jos si anexati copii:

3.2.

Denumirea, adresa, numerele de telefon, telex si fax ale bancilor care pot oferi caracteristici
despre ofertant in cazul contactarii de catre autoritatea contractanta:

Denumirea: Victoriabank fil 8

Adresa: Str. Decebal 99 , Chisinau

Telefon: +373 22 574 824

Fax:

3.3.

Informatie privind litigiile in care ofertantul este sau a fost implicat:

a) Orice proces pe parcursul ultimilor 3 ani:

Caugza litigiului Rezultatul sau sentinta si suma implicata

b) Procese curente, pe parcursul anului fiscal curent:

Cauza litigiului Situatia curenta a procesului

Nota:

Alte cerinte si detalii pot fi adaugate de catre autoritatea contractantd, dupa caz

B. Partenerii individuali ai Asociatiei

4.1.

Fiecare partener al Asociatiei va depune toatd informatia solicitata in formularul de mai sus,
in compartimentele 1-3.

4.1.

Anexati procura/imputernicirea pentru fiecare semnatar autorizat al ofertei in numele
Asociatiei.

4.1.

Anexati acordul semnat intre toti partenerii ai Asociatiei (care va purta caracter obligatoriu
in mod juridic pentru toti partenerii).

Nota:

Alte cerinte si detalii pot fi adaugate de catre autoritatea contractantd, dupa caz




Declaratia privind conduita etica si

neimplicarea in practici frauduloase si de corupere (F3.4)

Data: 21 11 2019
ocds-b3wdp1-MD-1572424997064

Catre: IMSP Spitalul de Stat

_Ericon SRL confirma prin prezenta ca:

l.

Nici unul dintre angajatii, companionii, agentii, actionarii, consultantii, partenerii nostri sau
rudele sau asociati ai lor nu este in relatii care ar fi putut considerate ca un conflict de
interese, conform prevederilor din documentele de atribuire.

In cazul in care vom afla despre faptul unui conflict potential, vom raporta imediat informatia
respectiva catre autoritatea contractanta.

Nici unul dintre angajatii, companionii, agentii, actionarii, consultantii, partenerii nostri sau
rudele sau asociatii ai lor nu a fost angajat in practici de corupere, escrocherie, complotare,
constringere sau alte practici anticoncurengiale Tn procesul pregatirii ofertei din cadrul
prezentei licitatii, conform prevederilor din documentele de atribuire, punctul IPO10.

In legitura cu procedura respectiva de licitatie si cu orice contract care, eventual, ne va fi
adjudecat ca rezultat al acesteia, nu au fost, nici nu vor fi efectuate nici un fel de plati catre
angajatii, companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele lor, care
sint implicati in achizitia publicad, implementarea contractului si aprobarea platilor
contractuale in numele autoritatii contractante.

Semnat:
Nume: Bunic G.

Functia in cadrul firmei: Director

Denumirea firmei si sigiliu: Ericon SRL L.S.




ALA
DIRECTIA GENERAL/
PENTRU STATISTICA

Anexe la SNC
“Prezentarea situatiilor financiare”
Aprobat de Ministerul Finantelor

a MUNICIFIULLY CHI$|NAU
Nr.

al Republicii Moldova

SITUATIILE FINANCIARE

pentru perioada _lanuarie-decembrie_ 20 18_

Entitatea __ Ericon SRL

| 2[0] 1] 4/3[3]7]4]

(Denumirea completa) Cod CUIIO
110 0 3[6;0‘ 000,03 16
Cod IDNO
Sediul: MD mun. Chisinau or. Durlesti | ‘
Cod postal Raionul (municipiul, UTA); Localitatea LoaLUAIM
str. V. Lupu, 6 ,
- ’ strada, nr, bl. ’%K//’g
Activitatea principala comert 15/8/1]9
Cod CAEM, rev.2
| |
Cod CAEM, editia 2005
Forma de proprietate  privata | 1]6 |
Cod CHP
Forma organizatorico-juridica SRL 5] 30
Loa Lrul
Date de contact: Tel. _ 0-22-520108 e-mail alexericon@gmail.com

WEB

Numele si coordonatele al contabilului-sef:

Unitatea de masuria: leu

DI (dna) __ Bunic A.

Tel. _ 0-22-520108

Anexa 8
Nota informativa privind veniturile si cheltuielile clasificate dupa naturi
) , Cod Perioada de gestiune
Indicatori — —
rd. precedentd curenta
1 2 3 4
Venituri din vinzari 010 6414446 8392093
Alte venituri din activitatea operationala 020 42657
Venituri din alte activitati 030 3858 12946
Total venituri (rd.010 + rd.020 + rd.030) 040 6460961 8405039
Variatia stocurilor 050
Costul vinzarilor marfurilor vindute 060 4376146 5185321
Cheltuieli privind stocurile 070
Cheltuieli cu personalul privind remunerarea muncii 080 144000 204000
Coptribu;ii .de asigurér.i socie'lle de stat obligator.ii si 090 39600 53250
prime de asigurare obligatorie de asistentd medicala
.Chelt'u'ieli cu amortizarea si deprecierea activelor 100 86642 234445
imobilizate
Alte cheltuieli 110 189492 309664
Cheltuieli din alte activitati 120 191184 174129
Total cheltuieli (rd.050 + rd.060 + rd.070 + rd.080 + 130 5027060 6160809
rd.090 +rd.100 +rd. 110 + rd.120)
Profit (pierdere) pina la impozitare (rd.040 — rd. 130) 140 1433897 2244230
Cheltuieli privind impozitul pe venit 150 172068 269308
Profit (pierdere) net al perioadei de gestiune (rd.140 — 1261829 1974922
rd.150) bl




Anexa |

BILANTUL
la 2018
M ACTIV ‘o — i) E :
cpt. rd. Inceputul perioadei de gestiune Sfirsitul perioadei de gestiune
1 2 3 4 5
I. 1 Active imobilizate
Imobilizari necorporale 010 5308 4008
Imobilizari corporale in curs de executie 020
Terenuri 030
Mijloace fixe 040 254750 757691
Resurse minerale 050
Active biologice imobilizate 060
Investitii financiare pe termen lung in parti | 070
neafiliate
Investitii financiare pe termen lung in parti | 080
afiliate
Investitii imobiliare 090
Creante pe termen lung 100
Avansuri acordate pe termen lung 110
Alte active imobilizate 120
Total active imobilizate 130 260058 761699
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050
+1d.060 + rd.070 + rd.080 + rd.090 +
rd.100 +rd.110 + rd.120)
2. |Active circulante
Materiale 140 566 1172
Active biologice circulante 150
Obiecte de mici valoare Si scurti durati 160 18662 32013
Productia in curs de executie Si produse 170
Marfuri 180 969018 1455380
Creante comerciale 190 1557747 1727567
Creante ale partilor afiliate 200
Avansuri acordate curente 210 430058 240992
Creante ale bugetului 220 21421 4755
Creante ale personalului 230
Alte creante curente 240 SHi4 311818
Numerar in casierie Si la conturi curente 250 1162991 953340
Alte elemente de numerar 260
Investitii financiare curente in parti 270
neafiliate
Investifii financiare curente in parti afiliate | 280
Alte active circulante 290 1030
Total active circulante 300 4165577 4728067
(rd.140 + rd.150 + rd.160 + rd.170 + rd.180
+1d.190 +1d.200 + rd.210 + rd.220 +
rd.230 + rd.240 + rd.250 + rd.260 + rd.270
+1d.280 + rd.290)
Total active 310 4425635 5489766
(rd. 130 + rd.300)




Sold la

N PASIV Cod |
Gt rd. Inceputul perioadei de Sfirsitul perioadei de
gestiune gestiune
1 2 3 4 5

3. |Capital propriu
Capital social si suplimentar 320 449862 449862
Rezerve 330
Corectii ale rezultatelor anilor precedenti | 340 X
Profit nerepartizat (pierdere neacoperita) | 350 3442403 2632403
al anilor precedenti
Profit net (pierdere neta) al perioadéi de 360 X 1974922
gestiune
Profit utilizat al perioadei de gestiune 370 X
Alte elemente de capital propriu 380
Total capital propriu 390 3892265 5057187
(rd.320 +rd.330 + rd.340 + rd.350 +
rd.360 - rd.370 + rd.380)

4. |Datorii pe termen lung
Credite bancare pe termen lung 400
fmprumuturi pe termen lung 410
Datorii pe termen lung privind leasingul | 420
financiar
Alte datorii pe termen lung 430 7258 7258
Total datorii pe termen lung 440 7258 7258
(rd.400 +1d.410 + rd.420 + rd.430)

5. |Datorii curente
Credite bancare pe termen scurt 450
Imprumuturi pe termen scurt 460 17500 17500
Datorii comerciale 470
Datorii fata de partile afiliate 480
Avansuri primite curente 490 100000
Datorii fatd de personal 500 10913 1631
Datorii privind asigurarile sociale si 510 18016 19726
medicale
Datorii fata de buget 520 349683 286464
Venituri anticipate curente 530
Datorii fatd de proprietari 540
Finantari si incasari cu destinatie speciala | 550
curente
Provizioane curente 560
Alte datorii curente 570
Total datorii curente 580 526112 425321
(rd.450 +rd.460 + rd.470 + rd.480 +
rd.490 +rd.500 + rd.510 + rd.520 +
rd.530 + rd.540 + rd.550 + rd.560 +
rd.570)
Total pasive 590 4425635 5489766

(rd.390 +rd.440 + rd.580)




SITUATIA DE PROFIT SI PIERDERE

de la ianuarie pini la decembrie_2017__

Anexa 2

Indicatori

Cod rd.

Perioada de gestiune

precedenta Curenta

1 2 3 4
Venituri din vinzari A 010 6414446 8392093
Costul vinzarilor pd \\ 020 4376146 5185321
Profit brut (pierdere bruta) (1';1/@7 —,\rd.Oiﬁ)“ 030 2038300 3206772
Alte venituri din activitategépﬁé%nal\a\ \\ 040 42657
Cheltuieli de distribuirg (o 0" X > > 050 3292 2131
Cheltuieli administrgffg ™ o ¥ 48 060 459734 801358
Alte cheltuieli dlp/c?\z(fja(eacg‘&}athﬁa]a// 070 171870 83396
Rezultatul din aa\f\:atéa\opévatlo@i‘la ploﬁt (pier- 080 1446061 2319887
dere) (rd.030 + rd.0%Q - rcmqoﬁxrq 060 - rd.070)
Rezultatul din alte actlv\hitl. p?foﬂt pierdere) 090 (12164) (75657)
Profit (pierdere) pini la imWe 100 1433897 2244230
(rd.080 + rd.090)
Cheltuieli privind impozitul pe venit 110 172068 269308
Profit net (pierdere neta) al perioadei de gestiune 120 1261829 1974922

(rd.100 — rd.110)
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REPUBLICA ‘MOLDOVA

SOCIETATEA CU RASPUNDERE LIMITATA "ERICON"

ESTE INREGISTRATA LA CAMERA INREGISTRARII DE STAT

Numérul de indentificare de stat - codul fiscal
1003600000316 '

Data inregistrarii 20101992

Data eliberéarii ; 19.04.2005

- Dragomir Ala, registrator de stat
" Functia, numele, prenumele persoanei
care a eliberat certificatul

MD 0033559
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Codul fiscal
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e REPUBLICA MOLDOV A ¢
p . ) ) e =5\ R )
£ LICENT f
'y Ay N B ALY e ¢
Y k . 4 “
.ol Seria A MMII Nr. 054664 &
4 Denumirea autoritétii de licentiere Camera de Licentiere ¢
A :
b €9

. \ Denumirea, forma juridici de organizare. sediul §ocletatea i Rﬁspundere Limitata ‘
h W (adlebd_]lll'ldlCa) a titularului de licentd ERICON" ‘ Ey
e s mun. Chisindu, or. Durlesti, €
7% _ _ _ str. Vasile Lupu, 6 d {

) Data si numarul certificatului de

V. W 7 istrare 44 itularului de licent: N ¢
e 3: inregistrare de stat a titularului de licen(a 19.04.2005 MD 0033559 ‘ @{

' ”‘ Numdrul de inregistrare 1003600000316 & ‘.
LEE 4 a intreprinderii sau IDNO W
» i &L
’) J)‘\ -'( \
‘

FE 4
> 27:- \'i'
ba - % i
i . o : . *
3l » Genul de activitate, integral sau partial, Importlil si comercializarea dlspozltlvelor
i pentru a carui desfigurare se elibereazi licenta Medicale
YR &
» — !
1T Y Data eliberarii licentei 20 ianuarie 2017 »
7 7 l ; X
i )
o . . i
> *gi Valabili pina la 20 ianuarie 2022 I ;
3w . &
¥ . J’ <
4 Semniitura conducitorului . é
77 PP autorititii de licentiere
BE 4 e' !
. L:
» @ ‘r .;‘. (‘ ‘
4 _.5' Notd: Licenta este valabild numai cu anexa autentificatd de autoritatea de licentiere, é |
¥ in care sint indicate conditiile de licentiere pentru genul de activitate specificat in licenta. ;
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ANEXA LA LICENTA

Seria A MMII Nr. 054664
Titular de licenta _§3Cietatea CU_B§$p undep € Lmntaté" ERIC(_)N !

Titularul de licentd este obligat s respecte urmitoarcle conditii de licenticre pentru desfasurarea

activitifii: * Importul si comercializarea dispozitivelor medicale *
Reperfectati: 23.03.2017

1. Desfasurarea activitatii licentiate in conformitate cu cadrul legislativ si normativ.
2. Asigurarea efectudrii controluluj metrologic legal a mijloacelor de masurare, utilizate in domeniul sanatatii si
sigurantei populatiei.

3. Indicarea la loc vizibil al preturilor la marfuri §i a tarifelor pentru servicii intr-o forma clari.
4. Detinerea autorizatiei sanitare, antiincendiare, ecologice si de securitate a muncii.

5. Dispunerea de spatii cu titlu de proprietate sau de locatiune pentru desfasurare
6. Dispunerea de specialisti in domeniu (ingineri, bioingineri).

Activitatea licentiatd se desfagoar pe adresa:

mun. Chisindu, str. M. Sadoveanu, 42/7
specialist - Bunic Gheorghe

a activitatii licentiate.

* % X ¥ ¥ ¥ ¥ ¥ ¥

¢
) P >
AOQ 1O

A

¥,

<
N

LS.

Notd: Anexa si copiile ei sint valabile numai cu stampila originald a autorititii de licentiere.
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Filiala nr. 8 Chisinau

Bd. Decebal, 99

MID- 2060, mun. Chisindu
Republica Moldova

Tel: (4373 22) 574800

Fax: (#3734 22)53-05-12
SWIFT: VICBMID 2X802

IDNCO) 1002600001 338

Captal social - 250 000 910 lei
www.victoriabank.md

> VICTORIBANK

PRIMA BANCA DIN MOLDOVA

Nr. O . ~din" ~_'”_ " %/zaan‘(" B 201 &

La Nr. ‘ ~din® 200 mun. Chisinau

CERTIFICAT

Eliberat agentului economic ERICON SRL, cod fiscal 1003600000316 cu sediul
in Republica Moldova, mun. Chiginau, str. Zclinski 15, precum ca define cont curent in
MDL nr. MD60VI1222400008100401MDIL., EUR MD39VI000222401708100401EUR,
USD MD14V1000222400108100401USD si RUB MD36VI1000222405008100401RUB
la Filiala nr.8 Chisinau BC “Victoriabank™ SA, codul bancii VICBMD2X802
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( r&?rﬁg‘?ﬂi‘ln,u gf ¢ uf {H’:
BC \# f(-zgv,‘rquﬁ}*m
\"~_ a2 )

S. Tulpa

Executor: Smiucova Llena
Tel: 022 37-48-12




Certificate

The Certification Body

MEDCERT Zertifizierungs- und Prifungsgesellschaft fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms that the company

MTW - Endoskopie W. Haag KG
Goldsbergstr. 18

46487 Wesel

Germany

and their facilities
Sebastianusstr. 33, 35 and 52
46487 Wesel

Germany

has introduced, applies and maintains a Quality Management System in the area of:

Design, manufacture, final inspection, distribution and repair of
instruments for endoscopic use and related accessories

The compliance of the Quality Management System with the requirements of the below
mentioned standard was verified by an audit:

EN ISO 13485:2012 + AC:2012

This certificate is valid until: 01 July 2018

Report No.: 1484FS18F
Process No.: QS — 1484
Certificate No.: 1484GB438150901

Hamburg, 01 September 2015

i, ( DAKKS

Deutsche

MEDCERT Certification Body Akkreditierungsstelle
(Dr. Andreas Schich) D-ZM-19630-04-00
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;"\7 3/\\73’\\7 Benannt durch/Designated by
* * o

Zentralstelle der Léander

ﬁ!._é #\::/\\7 fiir Gesundheitsschutz
%

== bei Arzneimitteln und
* Medizinprodukten

*#\7 *** ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or 1lI)

No. G1 106138

www.zlg.d

Product Service

Manufacturer: Marflow AG
Soodstrasse 57
8134 Adliswil, Zurich
SWITZERLAND

Product Category(ies): Classlib

Double J stent & set
Class lla

PCN catheter & set
Ureteral catheter
Malecot catheter
Re-entry malecot catheter
Suprapubic catheter
Braided shaft catheter
Dual lumen catheter
Facial dilator

Amplatz dilator & set
Ureteral dilator & set
Ureteral balloon dilator
Double J stent & set
Mono J stent
Endopyelotomy stent
Guidewire

IP Needle

Chiba needle

Stone basket

Perk basket

01108

W20 Production System (Bu

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final =
inspection of the respective devices / device categories in accordance with MDD Annex II. This qualityo
assurance system conforms to the requirements of this Directive and is subject to periodical

surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is mandatory. See E

also notes overleaf. o

h

Report No.: IND20190101 S ——

g

Valid from: 2019-10-22 A

Valid until: 2024-10-21 [ a—
Date, [#ISU_DT#]

Stefan Preil}
Head of Certification/Notified Body
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany



*;"\7 3/\\73’\\7* Benannt durch/Designated b

<

Zentralstelle der Léander

ﬁ!._é #\f’/\( fiir Gesundheitsschutz
%

== bei Arzneimitteln und
* Medizinprodukten

*#\7 *** ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or 1lI)

No. G1 106138

www.zlg.de

Facility(ies): Marflow AG o

Soodstrasse 57, 8134 Adliswil, Zurich, SWITZERLAND
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TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany
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EC Certificate

Full Quality Assurance System
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Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in class | in sterile conditions, sterilized systems or procedure packs)

No. G1S 106138

Manufacturer:

Product
Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned

Marflow AG

Soodstrasse 57
8134 Adliswil, Zurich
SWITZERLAND

Class Is

Urine bag connector

Penile clamp

Evacuator

IUl catheter without syringe

Product Service

01108

stem (B

manufacturer has implemented a quality assurance system for manufacture in accordance with MDD = ey,

Annex Il. This quality assurance system covers those aspects of manufacture concerned with

securing and maintaining sterile conditions of the respective devices / device categories and conforms <

to the requirements of this Directive. It is subject to periodical surveillance. See also notes overleaf.

Report No.:
Valid from:

Valid until:

Date, [#ISU_DT#]
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Stefan Preifl}
Head of Certification/Notified Body

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in class | in sterile conditions, sterilized systems or procedure packs)

No. G1S 106138
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 588902

Issued To: Fortune Medical Instrument Corp
6F., No. 29, Sec. 2, Jhongjheng E.Rd.,
Danshuei Dist,
New Taipei City
251
Taiwan

In respect of:

The design, manufacture and final inspection of sterile urological catheters and accessories,
drainage tube and accessories, endotracheal tube, tracheostomy tube, reservoir,
gastrointestinal tube and accessories, silicone surgical ruler and silicone vessel ID loops and
non-sterile laryngeal mask tube.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

2

Albert Ro'ossien, Regulatory Lead

First Issued: 2012-08-27 Date: 2019-02-25 Expiry Date: 2023-09-24

..making excellence a habit”
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 588902
Date: 2019-02-25
Issued To: Fortune Medical Instrument Corp

6F., No. 29, Sec. 2, Jhongjheng E.Rd.,
Danshuei Dist,
New Taipei City

251

Taiwan
Subcontractor: Service(s) supplied
Fortune Medical Instrument Corp Design
No. 256, Changchun 2nd Road ETO Sterilization
Jhongli Dist Final Inspection
Taoyuan City 320 Manufacture
Taiwan Regulatory Compliance
PRIM S.A. EU Representative

C/F 15, Pol. Ind. No.1
28938 Mostoles
Madrid

Spain

..making excellence a habit”

Page 1 of 1

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 588902
Date: 2019-02-25
Issued To: Fortune Medical Instrument Corp

6F., No. 29, Sec. 2, Jhongjheng E.Rd.,
Danshuei Dist,
New Taipei City

251
Taiwan
Date e Action
Number
27 August 2012 7859139 First issue. Transfer from another Notified Body, TUV SUD,
certificate reference G1 11 06 65095 006.
01 October 2013 8063652 Certificate renewal.
05 October 2018 9642053 Amendment to scope to add in “and accessories” for sterile
urological catheters, “and accessories” for sterile drainage tube,
addition of sterile Silicone surgical ruler, sterile Silicone vessel ID
loops.
Administrative changes to the address for the head office and the
subcontractor, Fortune Medical Instrument Corp, No 256,
Changchun 2nd Road.
Removal of vacuum suction and resuscitator.
Certificate renewal.
Current 7932553 Traceable to NB 0086.

..making excellence a habit”
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 106138

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Product Service

Marflow AG

Soodstrasse 57
8134 Adliswil, Zurich
SWITZERLAND

Marflow AG
Soodstrasse 57, 8134 Adliswil, Zurich, SWITZERLAND

EN 1SO 13485

tuv-sud.com/ps-cert

The Design, Manufacture and Supply of Medical Disposables,

Surgical Tools, Equipment & Accessories in the field of
Urology, Gastroenterology, Radiology, Gynaecology &
Cardiology.

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, [#I1SU_DT#|

Page 1 of 1

IND20190101

2019-10-22
2022-10-21

Stefan Preil}
Head of Certification/Notified Body

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restangelor fata de bugetul public national
NE L A1923796 din | 7.06.2019

1. Destinatia / Hasuaucnne

@nm participarea la proceduri de achizitii publice ‘

2. Date despre contribuabil / Hugopmaims o wasoronaarensiumke

Denumirea Codul fiscal / Numirul de identificare
Haimenosanue Duckaubnbiii ko' Haenruduxaumonnsiii nosmep
[ERICON S RLL. [10036000003 16 |
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localitiitii

Alpec OCHOBHOIO MCCIOPACTIOI0KCHHA (yHua, HOMep) Kou - HaumenoBamie Hace/leHHOTo iy HKIa
[Vasile Lupu nr 6 [0121-OR DURLESTI |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[MoaTBepkaeHHe OTCYTCTBUSA HIH HATHUNS HEIOHMEH COTIACHO TAHHBIX Hudopraunonnoit asToMatusupobanHoit
CHCTEMEL

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/ Ha nary
BBI/1a4H JIAHHOH CNPaBKH HEJOMMKA MEPEI HALMOHATLHBIM MY GAHYHBIM GIOKETOM COCTABIIAET:

0,00 lei/neii.

4. Valabil pini la / [leiicteurenen 1o 22.06.2019

5. Autentificarea Serviciului Fiscal de Stat / [Toarsepxaenue Nocynapersennoii Hanorosoii CI1y kOBl

o

\ S{nmalura Moascs Numele yi prenumele Davici i uMms

Albina ISC‘QL/&¥

n'.z

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 07.06.2019 ora 8:17:41
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (70,28)

S



	oferta
	3.3e
	3.4
	bilant ericon 2018 (1)
	cer reg
	licenta dispozitive new 2017
	cerificat banca 2016
	certificat
	2015.09.01 - QS1484_13485e_20150901 - Valid 2018.07.01_CN06 - Certificate - PDF
	2015.09.01 - QS1484_AnhIIe_20150901 - Valid 2020.07.01_CN06 - Certificate - PDF
	G1_Marflow AG _Draft Certificate
	G1S_Marflow AG_Draft Certificate
	New CE certificates (CE 588902)_ Fortune Medical
	Q5_Marflow AG_Draft Certificate

	fisc 07.06

